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DETAILED ACTION 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 22-25 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. "The securing element... interacting] with 
bone" is directed to non-statutory subject matter. The device may not be positively 
recited relative to the bone. To overcome the rejection, Applicants may use 
phraseology such as, "constructed to," "designed to," "capable of," etc. The following 
examination on the merits assumes such phraseology is used. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States. 

Claims 1-4, 6-16 and 22-25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by U.S. Patent No. 6,203,543 to Glossop. Glossop is interpreted in two 
ways. The first way is demonstrated in figure 1 of this Office action and reads on claims 
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1-4, 8-16 and 22-25. The proximal threaded section of the securing element interacts 
with the groove. Centerlines of the operative section and the guide are drawn 
perpendicular to the device and are offset from each other. Since the proximal side of 
element 24 is tightly threaded, there is substantially no play between element 22 and 
element 14. Element 8 comprises a positioning element/reference star. The 
intermediate section has a diameter greater than a diameter larger than the distal end of 
the operative section of element 22. 

Claims 1, 2, 6, 7 and 13-16 read on the second interpretation of the device as 
demonstrated in figure 2D. The "operative section that is insertable into bone" does not 
recite a method step, but is a functional recitation. To meet the limitation, the device 
must be capable of performing the recitation. The "operative section" is fully capable of 
being inserted into bone. Centerlines of the operative section and the guide are drawn 
perpendicular to the device and are offset from each other. Element 8 comprises a 
positioning element/reference star. 

Claim 22 is rejected under 35 U.S.C. 102(b) as being anticipated by U.S. Patent 
No. 6,183,474 to Bramlet et al. As illustrated in figure 2, Bramlet discloses an operative 
section 44 having external threads, and an axially extending groove comprising the 
proximal lumen of element 22, and a removable securing element 24. 
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Response to Arguments 

Applicant's arguments filed February 17, 2006 have been fully considered but 
they are not persuasive. 

Claims 13 and 24 are rejected in this Office action. The Office action is not made 

final. 

In response to Applicants understanding of Examiner's interpretation of the 
Glossop reference, the distal portion of both elements 14 and 22 comprise the operative 
section. The securing element comprises the proximal portion 24 but not the enlarged 
block head 18. The guide is the lumen of the portion illustrated in the drawing. 

The center line of the guide/groove is offset from the center line of the operative 
section as illustrated by the Examiner. 

Applicants traverse that Glossop does not teach, "at least one guide for at least 
one securing element." The Glossop guide is fully capable of receiving a securing 
element. In re Casey, 152 USPQ 235 (CCPA 1967) and In re Otto, 136 USPQ 458, 459 
(CCPA 1963). The law of anticipation does not require that the reference "teach" what 
the subject patent teaches, but rather it is only necessary that the claims under attack 
"read on" something in the reference. Kalman v. Kimberly Clark Corp., 218 USPQ 781 
(CCPA 1983). Furthermore, the manner in which a device is intended to be employed 
does not differentiate the claimed apparatus from prior art apparatus satisfying the 
claimed structural limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). 

Applicants state, figure 2D of the Glossop reference fails to disclose, "at least 
one guide for a at least one securing element." Figure 2D shows two guides. At least 



Application/Control Number: 1 0/001 ,952 . Page 5 

Art Unit: 3733 

one if not both are fully capable of receiving a securing element. Only the distal portion 
of the bone screw (and not the entire shaft) forms a part of the operative section . 

Claims 22-25 are rejected under 35 U.S.C. 101 as outlined above. Applicants 
may not claim that the operative section "interacts with bone." However, the proximal 
portion of the securing element is fully capable of interacting with bone. 

The rejections under 35 U.S.C. 103(a) are withdrawn. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D. Jacob Davis whose telephone number is (571) 272- 
4693. The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on (571) 272-4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, Contact the Elejstronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

EDUARtfCfctf.BbBERT 
SUPERVISORY PATENT EXAMINER 
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